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DETAILED ACTION 

The indicated allowability of claim 23 is withdrawn upon reconsideration. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1 , 2, 5, 6, 10-13, 15-17, 20-22, 24, 29 and 31-33 are rejected under 35 
U.S.C. 102(e) as being anticipated by Francois et al. US 6,555,544. 

Francois discloses a method for preparing an aqueous suspension suitable for 
injection comprises mixing micronized risperidone with a liquid medium to form a 
premix, and mixing the premix with suspending agent such as sodium carboxymethyl 
cellulose (abstract; column 5, lines 52-55; and column 6, lines 54-67). The composition 
further comprises buffer, one or more preservative agent, and isotonizing agent (column 
6, lines 54-61 ). Francois further discloses a method of administering the composition 
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for the treatment of a number of diseases in human (see abstract; and column 8, lines 
8-20). 

It is noted that Francois does not teach the viscosity of the suspending agent. 
However, it is the position of the examiner that the suspending agent taught by Francois 
would have the claimed viscosity, because Francois teaches the use of the same 
suspending agent, e.g., sodium carboxymethyl cellulose, to obtain the same 
composition having the same viscosity, and for the same purpose, namely, an aqueous 
suspension suitable for injection through a needle into a host. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-7, 10-17, 19-22, 24 and 29-34 are rejected under 35 U.S.C. 103(a) as 



being unpatentable over Francois et al. US 6,555,544. 
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Francois is relied upon for the reason stated above. Francois does not explicitly 
teach the viscosity of 200-600 cp at 20°C, as well as the claimed concentrations of the 
ingredients. However, differences in concentration will not support the patentability of 
subject matter encompassed by the prior art unless there is evidence indicating such 
concentration. Where the general conditions of a claim are disclosed in the prior art, it 
is not inventive to discover the optimum or workable ranges by routine experimentation. 
In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Thus, it would have 
been obvious to one of ordinary skill in the art to, by routine experimentation determine 
suitable concentrations of the ingredients, as well as suitable viscosity of the aqueous 
suspension, because Francois teaches the desirability of having an aqueous 
suspension composition that provides ease of administer, because Francois teaches an 
aqueous suspension having the claimed viscosity to provide injectability in fine needle 
with 21 gauge size (column 7, lines 35-44), and because Francois teaches the use of 
the same ingredients for the same purpose, e.g., risperidone suspended in aqueous 
injection vehicle containing sodium carboxymethyl cellulose (viscosity enhancing agent). 

Claims 1-7, 10-17, 22, 24 and 29-34 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Francois et al. US 6,555,544, in view of Cho-Chung US 
5,627,158. 

Francois is relied upon for the reasons stated above. Regarding the viscosity of 
the injection suspension, Cho-Chung teaches using sodium carboxymethyl cellulose to 
increase the viscosity of the aqueous injection suspension (column 7, lines 5-16). Thus, 
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it would have been obvious to one of ordinary skill in the art to optimize the amount of 
sodium carboxymethyl cellulose to obtain a desired viscosity that is suitable for injection 
through a needle sizes from 18-22 gauge, because Francois teaches an injection 
suspension suitable for needle having diameter within the claimed range. 

Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Francois et al. US 6,555,544, in view of Kitchell et al. US 5,486,362. 

Francois is relied upon for the reasons stated above. Francois does not teach 
the steps of claims 8 or 9. 

Kitchell teaches an injection suspension can be prepared by suspending 
microparticles of active in a solution comprising carboxymethyl cellulose. Kitchell 
further teaches a syringe containing the microparticles ca be used to draw up the 
pharmaceutical acceptable vehicle creating the suspension (column 9, lines 4-24). 
Thus, it would have been obvious to one of ordinary skill in the art to modify the process 
of Francois using the syringe to draw and mix the suspension, because Kitchell teaches 
the preparation can be done inside or outside the syringe. 

Claims 18, 23 and 25-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Francois et al., in view of Ramstack et al. WO 95/13799. 

Francois is relied upon for the reasons stated above. Francois does not 
expressly teach the claimed polymeric binder. However, such polymeric binder is well 
known in pharmaceutical art, and thus, it would have been obvious to one of ordinary 
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skill in the art to, by routine experimentation use the claimed polymeric binder. To be 
more specific, Ramstack is cited for the specific teaching of the use of the polymeric 
binder. Ramstack teaches a process for preparing biodegradable microparticles 
comprising biodegradable polymeric binder and active agent (see abstract). The 
microparticles are then suspended in an injectable liquid comprises 2.5% solution of 
carboxymethyl cellulose (page 29, lines 27-31). Active agent includes risperidone or 9- 
hydroxy risperidone (Fig. 8; page 8, lines 21-24; and examples). Polymeric binder 
includes poly(dl-lactide-co-glycolide) having the molar ratio of lactide to glycolide in the 
range of from about 85:15 to about 50:50 (page 16, lines 25-31). Thus, it would have 
been obvious to one of ordinary kill in the art to modify the microparticles of Francois 
using the polymeric binder in view of the teaching of Ramstack, because Ramstack 
teaches microparticles having size ranges from 25-180 urn (which is suitable for needle 
with diameter size ranging from 18-22 gauge), because Ramstack teaches the 
microparticles suitable for the same active agent taught by Francois, e.g., risperidone, 
and because Francois teaches the use of surface modifier includes various polymer. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571 ) 272- 
0606. The examiner can normally be reached on Monday through Thursday 6:00 am to 
4:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571 ) 272-0602. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




S. Tran 

Patent Examiner 
AU 1615 



